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Ff fcTwft, ^y^TT, 3t$H 26, 2000/ft?1Rsl 6, 1922 
NEW DELHI, WEDNESDAY, APRIL 26,2000/VA1SAKHA 6,1922 


Tyrr®t aftr uRpt ttaicin 

(TFrmfftrm) 

3tfftl£5RT 

M ft?#, 26 3T$TT, 2000 

TTT.^.fft. 353 ( 3T ).—ftftfftFTTFRITCft ftFF, 

1945 F>T sfrt ftfttFF FTlft % ohRlH^ fftpft FIT F°f7 TJTTF 

sift ftpft wnft arfftwr, 1940 (1940FF23) ftt 

FKT 12 #t 33 # sftygtTR FFR TTTFFT ft TF1FR 
FflFTT <=bFF|U| ft'-TIFF (TFrT«F fftTFT) ft! 3ftftT£5RT ft. 
TTi.FTT.ft. 244 (31), FIT# 5 3lf?T, 1999 ft STftfa W ft 
TRRF, 317TPTTT’ I 1, '‘TFT II, #5 3, (i), FTT# 5 3T§cT, 

1999 ft -f3 1 ft 3 FT FFftftd fftFT M «tt tftuft' 'SF 7lftt 

iftftiftt' ft fftrft urrft FFifftr ftft ftt liwn ft, ftt ftt# 
ft fftnftt 3<*1 3Tfylet'll ft ‘‘JFF TNTFF ft) llRl4l 'siiai ft) 
FFTRtFFoft# ft ^ftftufftrfttsiftftfttTTFrfFT ftF^ft 
3TT#9 Sift TJpF TTtft ^TCT #; 

3Tfc FFTT 7F5RF ft) Fftft FlftlS 7 311#, 1999 ft), 
3H41 ftt 3HC1«*T FvTT ft T* ft; 

3ftrftftF TITBIT ftFFFFT^fft^ftftftFft'RFITTft 

FTF1 3TT%ft ftft Tjpft FT ftTFTT FIT #F1 %; 

3TTT: 3pt, ftftF FTFTT FFF 3rfftFFF ft PH 12 3# 
FTTT 33 STTT -5FP 7ifftrft FIT 3t#ftT F?ft ^ ft## FFftFft 
F<rfl?fF>IT ftft ft FTF# Filft ft FTFg afftfft ftr FTTTFF 
FlH'jl ftlFF, 1945 F5T 31TT ftfttR F>ft % (criR fftlfftftra 
fFFFFFlftt, 3ift^:— 

1177 GI/2000 


1. (1) pT fftFTt FF ftfftFT ■TFT 3frFfft 3# FTTPTF 
TTTFtft (1JRTT ftft*TF) IftFT, 2000 11 

( 2 ) ft ttfff ft ffh^ # inftig ft ftft 1 

2. FFmFFft ftw, 1945-^ 

(^T) M 1 . ^#F’\#TftT%4#^TT3%^#TT ( 2 ) 
(n) ft— 

(l) “ 0.004 Tp+ 3 X V 0.004 174”3iftf3ift 
3Tlfti % tyR FT 

“0.0025 FF + 3 x V 0.0025 FF” 3RT 
3TR 3T81T T# RT#; 

(ii) “0.015TUT+ 3 x V 0.015 TUT" 3Tftf3flT 
3l8TTf % WT FT 

“0.01 TJF + 3 x V 0.01 TTF” 3R> 3ftT 
3T8TT Tit FRft; 

(13) ’3FRF I, '3FRF II 3fa “SFIFF III ft T*TTF FT 
^FIFF Tit TSTTftft, 3T*tf?I :— 

“^FRF I 
(^TT 4FT ftftrr) 

fofWdl % TTTT TIT ■gFTgtTff ft eMl(<4<il ffttFFT ft fcTTt 

FtJFT 3tlc6l< F)f4i 

ftF 3TRFT : 35001 ft 1.5 TTF3 TRi 


crln 

RflT STRUT : 200 ; 

Ti. FiJ. FfT.-0.25 


F- ftt.-1 


3FT.-2 
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3n°fiH : 150001 R 5 HTTSI u*t> 


q*BH 4T)4T gft n)<sHT 

npi 3MT : 315 : 

q. TTH.-0.25 

q. Tp.-2 


3TTT.-3 

•tw 3FWK : 5 cTra R 3Tfqw 

iJcturi 4*^41 PlY =4) 41^'ll 

u^ii smnr : 500 : 

■q. W{. -qH.-0.25 

q. tP.-3 


3TR.-4 


feaprr: it. wq qn. R t4)wt 4 mfn4T eitt hRtRt t •. 


q. 4). R 74Rm4 ^j^TT, 3T*lfq w) wT^fci 4r 
fnq *h u 4)4) 4t SffilobcW '3T3%^T 4l£4l HfRiPT 
t; 3fk3TR. 3ri4)<£Rt WII, Hnlfiftl 

% Inq qfiq'f) ^ u sM w) •qqdq fwi srfv^r 11 

wqnq II 
(% 54T^faq) 

iidl % WITT ohu414V Tfc **ctllH4l Tft fdM, 

tw HERR : 35001 R 1.5 WJ TriR 


q*t>H 1^41 *41 4l<nn 

-4I|4T HTWTT : 200 : 

q. ^ qn.-o.25 


q. tt).-i 


3TTT.-2 


HT4TR : 150001 Tl 5 HTT5T ~m 

q*fTH H*J4T H4 WT WlH4T 

EiflTHIWR : 315 : 

q. qq. qn.-0.2s 


q. tt ).-2 


HTT.-3 

HTWTT : 5 HTT5 R HpTW 

q*hd 4*^-1! 414 4)1 4)9141 

4^41 3U*t>K : 500 : 

q. qq. qn.-o.25 


q. tt).-3 


3TTT.-4 


P<i°pir: IT. qn. R t4Rrt 4 *fq i PH4) 74T 3rf^1T t : 


II. Tit. R 34i=Fil4 WIT, 3T«lfq w) tWtyPtf % 
Pro, uRtfif 45T HftlWT Hgtri TrisIT 3#n)4 
%; 3=tk HR. R HT#ff4 WIT, H*&I%T w) HHfcfifq 
4) iHq 'i IJ i *t)l>4l4T c tPl W ^"1C1 H 4 <shI Hf41c1 % I 


werw m 

(^3T 4.75T 3pT 5.H 

wY«ih irand i 3frr <MR^di Rft g pn % Pnq - Hip eft 
4)f 4)H4I 


4w HERR : 35001 1.5 HTO 44> 


qwn Fqqr wt 4)9141 

4IJ4T 3TTWR : 200 : 

q. qn.-i.s 

q. tt).-7 


3TR.-8 

^4 3ITO : 150001 R 5 HTT3 44T 

ct,=f>c4 4*qil dl *b) 4l'44i 

4TJ4I STTWTT : 315 : 

. q. Eq. qn.-i.s 

q. tt).-io 


3TTT.-11 

344TR : 5 HI IS R nfR 5 !) 

qwn 4i)4i ^4 w) 4)9141 

4IJ4T m*t)K : 500 : 

q. wq. qn.-i.s 

q. tt).-i4 


3TR.-15 


fern : q. qq. qn. 3 *4ta>i4 '*nTfH4) 7 ?r hM?t t: 


it. 4). 3 t4)*ri4 wit, nqfq tn wt nfrfrfq % 
fnq 4 Ti u 4)4Tw)H f4*RaH -hohi HfRlftT 

t; sfa HR. Tt H^l^Rl TWIT, HSliq^ qY HwVfiRl 

% fnq 4 ) t| s)hT qft wit Hfurrir 11 

[TT, TTCRT 11014/6/98-15)114 1^^ 4) qqiq] 
4t.4t.3TR. ut-iiri in, HftiR-%1 uRn 

■qi^ ftnjui : ijisi fwi Tff.qTT.pT. WIT F. 28-10/45-H( 1) 
fq4iw 21-12-1945 set t^iRici fwq nq 4 
ntr 8 i4 hPtih wit f4ii°h 8-2-2000 ttt.wt.Rt. 
wn 94(E) % 5TTT W)*T4 fqRTT 441 «TT I 
1-5-1979 m> w«it wtPra afk«r q4 Tram 
writ Pete, 1945, ww in RfnR wmm 
wthr (mw Pteft) % Htqfw q4 trtrh 
TTTOft 3#rfwr, 1940 (4r.4).4).qq.qTT.-61) 
WIF) 5RRE14 4 HHf4sd f I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 

New Delhi, the 26th April, 2000 

G.S.R. 353 (E). —Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 1945, 
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was published as required by section 12 and 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940), from page 
3 to 5 in the Gazette of India, Extraordinary Part II, Sec¬ 
tion 3, Sub-section (i) dated the 5th April, 1999 under 
the notification of the Government of India in the Minis¬ 
try of Health and Family Welfare (Department of Health) 
No. G.S.R. 244 (E) dated the 5th April, 1999 inviting 
objections and suggestions from all persons likely to be 
affected thereby, before the expiry of a peiod of forty-five 
days from the date on which the copies of the Official 
Gazette containing the said notification were made avail¬ 
able to the public; 

And whereas copies of the said Gazette were made 
available to the public on 7th April, 1999; 

And whereas objections and suggestions received 
from the public on the said draft rules have been consid¬ 
ered by the Central Government; 

Now, therefore, in exercise of the powers conferred 
by sections 12 and 33 of the said Act, the Central Gov¬ 
ernment after consultation with the Drugs Technical Ad¬ 
visory Board hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945, namely :— 

1 (1) These rules may be called the Drugs and Cos¬ 

metics (Second Amendment) Rules, 2000. 

(2) They shall come into force on the date of their 
publication in the Official Gazette. 

2 In the Drugs and Cosmetics Rules, 1945, in Schedule 

R,— 

(a) under the heading “I. Condoms”, in paragraph 
3, in sub-paragraph (2), in clause (c),— 

(i) for the figures and letters “0.004N + 3 
x Vo.004N”, the figures and letters 
“0.0025N + 3 x Vo 0025N” shall be 
substituted; 

(ii) for the figures and letters “0.015N + 3 
x V 0.015 N”, the figures and letters 
“0.01N + 3 x Vo 01 N” 
shall be substituted; 

(b) for Annexure I, Annexure II and Annexure 
in, the following Annexures shall respectively 
be substituted, namely :— 

“ANNEXUREI 
(See Paragraph 4. A) 

Sampling Plan for Quality Control of Condoms at 
Manufacturers Level 

BATCH SIZE : 35001 to 1.5 LAKHS 


Single Sampling Plan 

Sample Size 200 . 

AQL — 

0.25 



AC — 

1 



R — 

2 



BATCH SIZE . 

150001 to 5 LAKHS 

Single Sampling Plan 

Sample Size 315 

AQL — 0.25 

AC — 2 

R — 3 

BATCH SIZE 

:OVER 5 LAKHS 

Single Sampling Plan 

Sample Size 500 : 

AQL — 0.25 

AC — 3 

R — 4 


Note : AQL denotes Acceptance Quality Level; 

AC denotes Acceptance Number i.e., the maxi¬ 
mum allowable number of defectives for accep¬ 
tance of the Batch, and 

R denotes Rejection Number i.e., the minimum 
number of defectives for rejection of the Batch. 

ANNEXURE II 
(See Paragraph 5.A) 

Sampling Plan for Quality Control of Condoms at 
Purchaser’s Level 


BATCH SIZE . 

35001 to 1.5 LAKHS 

Single Sampling Plan 

Sample Size 200 : 

AQL — 0.25 

AC — 1 

R — 2 

BATCH SIZE: 

150001 to 5 LAKHS 

Single Sampling Plan 

Sample Size 315 . 

AQL — 0.25 

AC — 2 

R — 3 

BATCH SIZE 

: OVER 5 LAKHS 

Single Sampling Plan 

Sample Size 500 : 

AQL — 0.25 

AC — 3 

R — 4 


Note: AQL denotes Acceptance Quality Level; 

AC denotes Acceptance Number i.e., the maxi¬ 
mum allowable number of defectives for accep¬ 
tance of the Batch; and 

R denotes Rejection Number i.e., the minimum 
number of defectives for rejection of the Batch. 
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ANNEXURE III 
(See Paragraphs 4 B and 5.B) 

Sampling Plan for Bursting Volume and Pressure 
Test 

BATCH SIZE : 35001 to 1.5 LAKHS 


Single Sampling Plan 

Sample Size 200 : 

AQL — 

1.5 


AC — 

7 


R — 

8 

BATCH SIZE : 

150001 to 5 LAKHS 

Single Sampling Plan 

Sample Size 315: 

AQL — 

1.5 


AC — 

10 


R — 

11 

BATCH SIZE 

: OVER 5 LAKHS 

Single Sampling Plan 

Sample Size 500 : 

AQL — 

1.5 


AC — 

14 


R — 

15 


Note : AQL denotes Acceptance Quality Level, 

AC denotes Acceptance Number i.e., the maxi¬ 
mum allowable number of defectives for accep¬ 
tance of the Batch; and 

R denotes Rejection Number i.e., the minimum 
number of defectives for rejection of the Batch”. 

[F. No. X-11014/6/98-DM S & PFA] 

J V.R. PRASADA RAO, Addl. Secy. 

Foot Note : The Principal rules were published in the 
official Gazette vide Notification No. F. 
28-10/45H(l)dated 21-12-1945 and last 
amended vide GSR 94(E) dated 
8-2-2000 The Drugs and Cosmetics Rules, 
1945 as amended upto 1-5-1979 is contained 
in the publication of the Ministry of Health 
and Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act, 
1940 (PDGHS-61). 
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